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and certification submitted, by the in-
stitution, to the department or agency.

§46.119 Research undertaken without
the intention of involving human
subjects.

In the event research is undertaken
without the intention of involving
human subjects, but it is later pro-
posed to involve human subjects in the
research, the research shall first be re-
viewed and approved by an IRB, as pro-
vided in this policy, a certification sub-
mitted, by the institution, to the de-
partment or agency, and final approval
given to the proposed change by the de-
partment or agency.

§46.120 Evaluation and disposition of
applications and proposals for re-
search to be conducted or sup-
ported by a Federal Department or
Agency.

(a) The department or agency head
will evaluate all applications and pro-
posals involving human subjects sub-
mitted to the department or agency
through such officers and employees of
the department or agency and such ex-
perts and consultants as the depart-
ment or agency head determines to be
appropriate. This evaluation will take
into consideration the risks to the sub-
jects, the adequacy of protection
against these risks, the potential bene-
fits of the research to the subjects and
others, and the importance of the
knowledge gained or to be gained.

(b) On the basis of this evaluation,
the department or agency head may
approve or disapprove the application
or proposal, or enter into negotiations
to develop an approvable one.

§46.121 [Reserved]

§46.122 Use of Federal funds.

Federal funds administered by a de-
partment or agency may not be ex-
pended for research involving human
subjects unless the requirements of
this policy have been satisfied.

§46.123 Early termination of research
support: Evaluation of applications
and proposals.

(a) The department or agency head
may require that department or agency
support for any project be terminated
or suspended in the manner prescribed
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in applicable program requirements,
when the department or agency head
finds an institution has materially
failed to comply with the terms of this
policy.

(b) In making decisions about sup-
porting or approving applications or
proposals covered by this policy the de-
partment or agency head may take
into account, in addition to all other
eligibility requirements and program
criteria, factors such as whether the
applicant has been subject to a termi-
nation or suspension under paragarph
(a) of this section and whether the ap-
plicant or the person or persons who
would direct or has have directed the
scientific and technical aspects of an
activity has have, in the judgment of
the department or agency head, mate-
rially failed to discharge responsibility
for the protection of the rights and
welfare of human subjects (whether or
not the research was subject to federal
regulation).

§46.124 Conditions.

With respect to any research project
or any class of research projects the de-
partment or agency head may impose
additional conditions prior to or at the
time of approval when in the judgment
of the department or agency head addi-
tional conditions are necessary for the
protection of human subjects.

Subpart B—Additional Protections
Pertaining to Research, Devel-
opment, and Related Activi-
ties Involving Fetuses, Preg-
nant Women, and Human in
Vitro Fertilization

SOURCE: 40 FR 33528, Aug. 8, 1975, unless
otherwise noted.

§46.201 Applicability.

(a) The regulations in this subpart
are applicable to all Department of
Health and Human Services grants and
contracts supporting research, develop-
ment, and related activities involving:
(1) The fetus, (2) pregnant women, and
(3) human in vitro fertilization.

(b) Nothing in this subpart shall be
construed as indicating that compli-
ance with the procedures set forth
herein will in any way render inap-
plicable pertinent State or local laws
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bearing upon activities covered by this
subpart.

(c) The requirements of this subpart
are in addition to those imposed under
the other subparts of this part.

§46.202 Purpose.

It is the purpose of this subpart to
provide additional safeguards in re-
viewing activities to which this sub-
part is applicable to assure that they
conform to appropriate ethical stand-
ards and relate to important societal
needs.

§46.203 Definitions.

As used in this subpart:

(a) Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom authority has been dele-
gated.

(b) Pregnancy encompasses the period
of time from confirmation of implanta-
tion (through any of the presumptive
signs of pregnancy, such as missed
menses, or by a medically acceptable
pregnancy test), until expulsion or ex-
traction of the fetus.

(c) Fetus means the product of con-
ception from the time of implantation
(as evidenced by any of the presump-
tive signs of pregnancy, such as missed
menses, or a medically acceptable
pregnancy test), until a determination
is made, following expulsion or extrac-
tion of the fetus, that it is viable.

(d) Viable as it pertains to the fetus
means being able, after either sponta-
neous or induced delivery, to survive
(given the benefit of available medical
therapy) to the point of independently
maintaining heart beat and respira-
tion. The Secretary may from time to
time, taking into account medical ad-
vances, publish in the FEDERAL REG-
ISTER guidelines to assist in determin-
ing whether a fetus is viable for pur-
poses of this subpart. If a fetus is via-
ble after delivery, it is a premature in-
fant.

(e) Nonviable fetus means a fetus ex
utero which, although living, is not via-
ble.

(f) Dead fetus means a fetus ex utero
which exhibits neither heartbeat, spon-
taneous respiratory activity, sponta-
neous movement of voluntary muscles,

§46.204

nor pulsation of the umbilical cord (if
still attached).

(g) In vitro fertilization means any fer-
tilization of human ova which occurs
outside the body of a female, either
through admixture of donor human
sperm and ova or by any other means.

[40 FR 33528, Aug. 8, 1975, as amended at 43
FR 1759, Jan. 11, 1978]

§46.204 Ethical Advisory Boards.

(@) One or more Ethical Advisory
Boards shall be established by the Sec-
retary. Members of these board(s) shall
be so selected that the board(s) will be
competent to deal with medical, legal,
social, ethical, and related issues and
may include, for example, research sci-
entists, physicians, psychologists, soci-
ologists, educators, lawyers, and
ethicists, as well as representatives of
the general public. No board member
may be a regular, full-time employee of
the Department of Health and Human
Services.

(b) At the request of the Secretary,
the Ethical Advisory Board shall
render advice consistent with the poli-
cies and requirements of this part as to
ethical issues, involving activities cov-
ered by this subpart, raised by individ-
ual applications or proposals. In addi-
tion, upon request by the Secretary,
the Board shall render advice as to
classes of applications or proposals and
general policies, guidelines, and proce-
dures.

(c) A Board may establish, with the
approval of the Secretary, classes of
applications or proposals which: (1)
Must be submitted to the Board, or (2)
need not be submitted to the Board.
Where the Board so establishes a class
of applications or proposals which
must be submitted, no application or
proposal within the class may be fund-
ed by the Department or any compo-
nent thereof until the application or
proposal has been reviewed by the
Board and the Board has rendered ad-
vice as to its acceptability from an eth-
ical standpoint.

[40 FR 33528, Aug. 8, 1975, as amended at 43
FR 1759, Jan. 11, 1978; 59 FR 28276, June 1,
1994]
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